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—The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address- 
Period for Reply ^ 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE _) MONTH(S) FROM THE MAILING DATE 
OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, such period shall, by default, expire SIX (6) MONTHS from the mailing date of this communication . 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Status 

HLResponsive to communication(s) filed on 

ED This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 ; 453 O.G. 213. 

Disposition of Claims 

^CIaim(s) ^ j s / are pending in the application. 

Of the above claim(s) is/are withdrawn from consideration. 

□ Claim(s) is/are allowed. 

^CIaim(s): / ^ is/are rejected. 

□ Claim(s) is/are objected to. 

□ Claim(s) are subject to restriction or election 

requirement. 

Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 (a)-(d) 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 



□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

•Certified copies not received: . 

Attachment(s) 

□ Information Disclosure Statement(s), PTO-1449, Paper No(s) □ Interview Summary, PTO-413 

^Notice of Reference(s) Cited, PTO-892 □ Notice of Informal Patent Application, PTO-1 52 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 □ Other 
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DETAILED ACTION 

The following is responsive to Applicant's amendment received Oct. 5, 1998. 
No claims are cancelled. Claims 1-49 are pending. 

Specification 

The abstract has not been submitted with Applicant's amendment received Oct. 5, 1998. An abstract on a separate 
sheet is again required. 

Election/Restriction 

The restriction requirement mailed Sep. 26, 1997 and maintained in the office action mailed April 1, 1998 is now 
withdrawn. Claims 1-49 are presented for prosecution on the merits. 

Claim Rejections 

The previous rejections under 35 USC 102(b) and 35 USC 103(a), set forth in paragraphs 6-10 of the office action 
mailed April 1 , 1 998, are withdrawn in view of Applicant's amendment and the remarks contained therein. 

Request for Interference 

Applicant's request for interference is noted. However, the inventive entity between the instant application and that 
of '854 and '534 is common by at least one inventor, Selawry, and there is no common assignee, unless otherwise 
notified by Applicant's representative. Accordingly, in view of the above as well as in view of the withdrawal of the 
restriction requirement, the following must apply: (please refer to MPEP 804, Chart ll-A) 

Double Patenting 

1 . A rejection based on double patenting of the "same invention" type finds its support in the language of 35 
U.S.C. 101 which states that "whoever invents or discovers any new and useful process,., may obtain a patent 
therefor ..." (Emphasis added). Thus, the term "same invention," in this context, means an invention drawn to identical 
subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 
1957); and In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970). 
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A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by canceling or amending the 
conflicting claims so they are no longer coextensive in scope. The filing of a terminal disclaimer cannot overcome a 
double patenting rejection based upon 35 U.S.C. 101. 

2. Claims 34-40 are rejected under 35 U.S.C. 1 01 as claiming the same invention as that of claims 34-40 of prior 
U.S. Patent No. 5,725,854. This is a double patenting rejection. 

3. Claims 41 -46 are rejected under 35 U.S.C. 1 01 as claiming the same invention as that of claims 1 -6 of prior 
U.S. Patent No. 5,759,534. This is a double patenting rejection. 

4. The previous double patenting rejection of claims 1-33, set forth in paragraphs 4 and 5 of the office action 
mailed April 1, 1998, is maintained. 

5. The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in public policy 
(a policy reflected in the statute) so as to prevent the unjustified or improper timewise extension of the "right to exclude" 
granted by a patent and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re 
Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321© may be used to overcome an actual or 
provisional rejection based on a nonstatutory double patenting ground provided the conflicting application or patent is 
shown to be commonly owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a terminal disclaimer. A terminal 
disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

6. Claims 47-49 are rejected under the judicially created doctrine of double patenting over claims 1 -6 of U. S. 
Patent No. 5,759,534 since the claims, if allowed, would improperly extend the "right to exclude" already granted in the 
patent. 

The subject matter claimed in the instant application is fully disclosed in the patent and is covered by the 
patent since the patent and the application are claiming common subject matter, as follows: pharmaceutical 
compositions comprising Sertoli cells and cells that produce a biological factor, i.e. pancreatic islet of Langerhans cells, 
wherein said compositions are compartmentalized in a kit and article of manufacture. Please see col. 3, lines 47-52. 
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Furthermore, there is no apparent reason why applicant was prevented from presenting claims corresponding 
to those of the instant application during prosecution of the application which matured into a patent. See In re 
Schneller, 397 F.2d 350, 158 USPQ 210 (CCPA 1968). See also MPEP § 804. 

Conclusion 

Hence, claims 1-49 are rejected. 

Any inquiry concerning this communication or earlier communications from the examiner should be directed to 
Cybille Delacroix-Muirheid whose telephone number is (703) 306-3227. The examiner can normally be reached on 
Tue-Fri from 8:30 to 6:00. The examiner can also be reached on alternate Mondays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia Tsang, 
can be reached on (703) 308-0254. The fax phone number for this Group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application or proceeding should be directed to 
the Group receptionist whose telephone number is (703) 308-0196. 



CDM 
Dec. 20,1998 




_fj. Tsang 
Super^sory Parent Examiner 

Technology Center 1600 



